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For: Methods for Treating Diabetes Via 

Administration Of Controlled Release 
Metformin 

Examiner: T. Ware Art Unit: 1615 

INFORMATION DISCLOSURE STATEMENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

In accordance with Applicant's duty of disclosure under 37 C.F.R.§1.56 and the 
provisions of 37 C.F.R. §§ 1.97 and 1.98, Applicants hereby make of record the documents listed 
on the accompanying Form PTO-1449 for consideration by the Examiner in connection with the 
examination of the above-identified patent application. 

Applicants note that reference AM is being submitted in an envelope labeled 
"PROPRIETARY MATERIAL NOT OPEN.TO PUBLIC. TO BE OPENED ONLY BY 
EXAMINER OR OTHER AUTHORIZED U.S. PATENT AND TRADEMARK OFFICE 
EMPLOYEE." as this material in the envelope is considered proprietary and is being submitted 
for consideration under MPEP §724 (8 th Edition). 
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The biostudy (which resulted in the data submitted as reference AM) was performed 
using formulations prepared in accordance with U.S. Patent No. 6,099,859. It is noted that the 
exemplified formulations did not provide a T max between 8-12 hours except when the formulation 
prepared in accordance with Example 3 was administered at dinner. As set forth in the 
accompanying biostudy data, the mean T max values for the Examples of the e 859 were as follows: 
Example 1 (fasting) 4.67 hours {See, e.g., pages 1 and 3 of the biostudy); Example 2 (fasting) 
4.33 hours (See, e.g., pages 10 and 12 of the biostudy); Example 2 (fed a.m.) 6.80 hours (See, 
e -g > pages 13, 14 and 16 of the biostudy); Example 3 (fed a.m.) 6.67 hours (See, e.g., pages 4 and 
6 the biostudy); Example 3 (Fed p.m.) 9.67 hours (See, e.g., pages 17 and 20 of the biostudy). 
Therefore, the only instance that the T max was between 8-12 hours was Example 3 fed in the P.M.. 
(at dimier). 

In addition, pages 2, 5, 1 1,15, 19 of the biostudy data includes plasma concentration v. 
time graphs and data for formulations prepared in accordance with Examples 1 (fasting), 3 (fed), 
2 (fasting), 2 (fed), and 3 (fed), respectively, of U.S. Patent No. 6,099,859; pages 8 and 9 of the. 
biostudy data include plasma concentration v. time graphs and data for formulations prepared in 
accordance with Example 2 (fasting and fed) and Example 3 (fed a.m. and p.m.) of U.S. Patent 
No. 6,099,859; and pages 7 and 18 include plasma concentration v. time graphs and data for 
formulations prepared in accordance with Example 3 (fed a.m. and p.m.) of U.S. Patent No. 
6,099,859. 
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This Information Disclosure Statement is being filed after a First Office Action but before 
a Final Office Action or Notice of Allowance. Pursuant to 37 C.F.R. § 1.98(c), a check for 
$180.00 is enclosed to cover the required fee. However, if it is determined that any fee is due, 
the Examiner is authorized to charge said fee to Attorney Deposit Account No. 50-0552. 

Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 



By: 





Davidson 
,728 



Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14th Floor 
New York, New York 1 00 1 8 
(212)736-1940 
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NITED STATES PATENT AND TRADEMARK OFFICE 



Examiner: To Be Assigned 
Re: Application of; 



Art Unit: 1614 



Chih-Ming CHEN, et al. 
09/705,625 



Serial No.: 



Filed: 



November 3 ,2000 



For: 



METHODS FOR TREATING 
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INFORMATION DISCLOSURE STATEMENT 



Assistant Commissioner for Patents 



September 17, 2001 



Washington, D.C. 20231 
Sir: 

In accordance with Applicant's duty of disclosure under 37 C.F.R.§1.56 and the 
provisions of 37 C.F.R. §§ 1.97 and 1.98, Applicants hereby make of record the documents listed 
on the accompanying PTO-1449 Form for consideration by the Examiner in connection with the 
examination of the above-identified patent application. 

This Information Disclosure Statement is filed under 37 C.F.R. § 1.97(b) before the 
mailing of a first Office Action on the merits. Accordingly, it is believed that no fee is due. 

I hereby certify that the documents referred to as attached 
therein and/or fee are being deposited with the United 
States Postal Service with sufficient postage a£ "first class 
mail" in an envelope addressed to "Assistant Commissioner 
for Patents. Washington. D.C. 20231" on September 17, 



2001. 
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However, if it is determined that any fee is due, the Examiner is authorized to charge said fee to 
Attorney Deposit Account No. 50-0552. 



It is respectfully requested that the references cited on the accompanying PTO Form- 1449 
be considered and made of record. If any of the publications listed thereon are missing, the 
Examiner is requested to contact the undersigned so that a copy can be promptly forwarded. 

It is respectfully submitted that the pending claims are patentable over all the references 
made of record at this time. 



Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Reg.~No. 41,240 

Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14th Floor 
New York, New York 10018 
(212) 736-1940 
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